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5 DEPARTMENT OF HEALTH AND HUMAN SERVICES
- mds2InN
} Food and Drug Administration
Cincinnati District Office -
Central Region
6751 Steger Drive

Cincinnati, OH 45237-3097
Telephone: (513) 679-2700
FAX: (513) 679-2772

November 13, 2000

CIN-XR-5199-0 CERTIFIED MAIL
REFERENCED TEST NO.: GI -64239 RETURN RECEIPT REQUESTED

Mr. Jeffrey Mangione
President

Precise Biomedical Inc.
2147 Broadview Rd.
Cleveland, OH 44109

Dear Mr. Mangione:

On September 7, 2000, a representative of the FDA under the partnership with the State of Ohio performed
a field test of a certified diagnostic x-ray system that your firm assembled on January 12, 2000. We
received a notice of the assembly on Form FDA 2579, Assembler Report No. D284065 (Report of
Assembly of a Diagnostic X-Ray System). We tested this system to determine its compliance with portions
of the Performance Standard for Diagnostic X-Ray Equipment (Title 21 Code of Federal Regulations
(CFR), sections 1020.30-32). Diagnostic x-ray equipment are devices as defined by section 201 (h) of the
Federal Food, Drug and Cosmetic Act (the Act). This field test was performed at:

Oberlin Avenue Medical Center
5373 Oberlin Ave.
Lorain, OH 44053

System identification:
X-Ray Control Manufacturer: Picker International

X-Ray Control Model No.:  755-270-E
X-Ray Control Serial No.:  1569X

Room Number: R& F Room
Our analysis of the field test data indicates that the system does not comply with the following items of the
performance standard:
Radi hi |

The equipment is originally designed to operate with positive beam limitation (PBL). During the
survey no form of positive beam limitation was observed to the x-ray table and to the vertical
cassette holder.

The Performance Standard requires that PBL shall be provided as the intended design of the
diagnostic x-ray system. [21 CFR 1020.31 (g)(1)-(5)]
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